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Name of Device: ABP for Windows 
Common Name: E 2 5 0  Ambulatory Blood Pressure Software 
Classification Name: Blood Pressure Computer (as per 21 CFR 870.1 110) 

Substantial Equivalence claimed to legally marketed device: 
Mobile-0-Graph Blood Pressure Monitor , Model ABP Control- K964235 

Description of Device: 

The ABP for Windows Software is a software designed to be used in conjunction with 1.E.M’s 
Mobile-0-Graph Blood Pressure Monitor, Model ABP Control (K96423 5). The software will 
allow the user to program the Mobile-0-Graph using the sofkware by inputting patient 
identification, protocols and setting recorder clock. The software will have the ability to download 
the data recorded from the Mobile-0-Graph to the computer to be reviewed by a trained 
professional. The software will allow the data to be printed and e-mailed in PDF or HTML format 
if desired. The ABP for Windows does not perform any diagnosis or provide any interpretation of 
data, it can only display and print the downloaded data such as systolic, diastolic, heart rates and 
mean arterial blood pressure in tabular or graphical form which was recorded by the Mobile-0- 
Graph. The physician will be able to review, edit and print the data collected. The ABP for 
Windows will provide information such as when patient events occurred , errors during recording 
and when day and night were marked on the Mobile-0-Graph. The software ABP for windows 
will be shown to be substantially equivalent to the software which is provided by I.E.M.’s Mobile- 
0-Graph Blood Pressure Monitor, Model ABP Control. 
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Intended use of Device: 

The ABP for Windows software is designed -3 allow the user 3 program the Mobile-0-Graph via 
the computer and to download the data recorded on the Mobile-0-Graph after a 24 or 48 hour 
period. The software will store and playback systolic, diastolic, and heart rates recorded to be 
reviewed by a trained physician or other health care providers. 

Comparison of Technology characteristics compared to predicate device: 

Specifications Predicate Device New Device 
Mobile-0-Graph ABP for Windows 
Blood Pressure Monitor 
ABP Control 

Type 
CPU 
RAM 
Hard disk 
Display 
Hard Disc Drive 
Operating System 
Port 
Printer 

IBM PC XT compatible 
40 MHz or greater 
8 Mbytes minimum 
2 Mbytes minimum 
VGA ' 

1.4 Mbytes 
Windows 3 .1  
One f?ee serial port 
Printer as any Windows 
compatible 

JBM PC XT compatible 
550 M H z  Pentium or greater 

64 Mbytes minimum 
2 Mbytes minimum 
SVGA 
1.4 Mbytes 

Windows 98 or greater 
One free serial port 

Printer as any Windows 
compatible 

Conclusion: 

The ABP for Windows and the Mobile-0-Graph Blood Pressure Monitor, ABP Control Software 
are both used in clinical applications to allow trained physicians or other health care providers to 
program, download, review and print data from the Mobile-0-Graph Blood Pressure monitor. Both 
are computerized programs which display a pre-digitized patient image file run under a computer 
operating system. Both use the computer operating system to access the displayed image. The ABP 
for Windows conforms to Good Manufacturing Procedures outlined by the FDA cGMP. This 
software is safe and effective for the application for which it is intended and has been tested to 
confirm the safety and efficacy of the software. The APB for Windows is found to be 
substantially equivalent to the Mobile-0-Graph Blood Pressure Monitor, ABP Control Software. 
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